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The restriction requirement is made final because applicants' claims include old 
compounds as explained below. 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Kogen et 
al, US Patent 5,451, 688. See compounds I-53, 1-63, 1-65 and I-66 in Table 1. The 
compounds are made from pravastatin the same starting materials as in this application. 
See p. 6 of the specification. See col. 22 under REACTION SCHEME A. There it states 
that the "starting material, the compound of formula (VI), may be the known compound 
pravastatin, in which the hydroxyl group at the 6-position is in the beta-configuration. 
The stereochemistry of the corresponding groups at the 6-position is retained as the 
beta-configuration throughout the whole of the reaction scheme. Alternatively, an 
epimeric isomer at the 6-position of pravastatin may be used as the starting material in 
Step A1 , in which case it is possible to prepare the desired compounds of formulae (X), 
(X1) and (XII) in which the substituents at the 6-position are in the alpha-configuration. 
Although the stereochemistry at the 6- and other positions is not shown in the following 
formulae, the present invention envisages the use either of individual isolated isomers, 
e.g. pravastatin or its epimer, or mixtures of these isomers." 



Application/Control Number: 1 0/581 ,01 7 Page 3 

Art Unit: 1625 

Kogen's method of synthesis although different than applicants' synthesis occurs 
without change of configuration at other asymmetric positions . See EX. A, step A- 1 e. 

9- 

See Ex. 24, 45,51 ,68 and 81 for the synthesis and properties of compounds 
which meet the instant compounds of Formulae I and II. 

Note the recitation starting at the bottom of col. 39 that the compounds of formula 
II containing 2 hydroxy groups can be protected simultaneously by a diol protecting 
group such as isopropylidene. This anticipates the compounds of of (a) where W is the 
third value. The compounds where W is the second value (the metal salts)are 
anticipated at the top of col. 44. 

Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Sankyo, 
Jpn. 59175450. It prepares the instant compound by incubating ML-236A with 
microorganisms capable of 3- or 6-hydroxylation of ML-236A. See p. 1 for the structure 
of the anticipating compound and p. 3 and 4 of the attached print-out from an online 
Chem. Abstracts search. The original patent is supplied as well. An English translation 
will be available.in the near future. Note that the stereochemistry is the same. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bernard Dentz whose telephone number is 571-272- 
0683. The examiner can normally be reached on Mon-Fri from 8 to 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, can be reached on 571 272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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